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(5) Section 16.80(a)(4) of this chapter 
does not apply to a regulatory hearing 
under this subpart. The presiding offi-
cer’s report of the hearing and any 
comments on the report by the hearing 
participant under paragraph (c)(4) of 
this section are part of the administra-
tive record. 

(6) No party shall have the right, 
under § 16.119 of this chapter to petition 
the Commissioner of Food and Drugs 
for reconsideration or a stay of the pre-
siding officer’s final decision. 

(7) If FDA grants a request for an in-
formal hearing on an appeal of an order 
withdrawing an exemption, the hearing 
must be conducted as a regulatory 
hearing under a regulation in accord-
ance with part 16 of this chapter, ex-
cept that § 16.95(b) does not apply to a 
hearing under this subpart. With re-
spect to a regulatory hearing under 
this subpart, the administrative record 
of the hearing specified in §§ 16.80(a)(1) 
through (3), and (a)(5), of this chapter, 
and 507.73(c)(5) constitutes the exclu-
sive record for the presiding officer’s 
final decision. For purposes of judicial 
review under § 10.45 of this chapter, the 
record of the administrative pro-
ceeding consists of the record of the 
hearing and the presiding officer’s final 
decision. 

§ 507.75 Presiding officer for an appeal 
and for an informal hearing. 

The presiding officer for an appeal, 
and for an informal hearing, must be 
an FDA Regional Food and Drug Direc-
tor or another FDA official senior to 
an FDA District Director. 

§ 507.77 Timeframe for issuing a deci-
sion on an appeal. 

(a) If you appeal the order without 
requesting a hearing, the presiding offi-
cer must issue a written report that in-
cludes a final decision confirming or 
revoking the withdrawal by the 10th 
calendar day after the appeal is filed. 

(b) If you appeal the order and re-
quest an informal hearing: 

(1) If FDA grants the request for a 
hearing and the hearing is held, the 
presiding officer must provide a 2 cal-
endar day opportunity for the hearing 
participants to review and submit com-
ments on the report of the hearing 
under § 507.73(c)(4), and must issue a 

final decision within 10 calendar days 
after the hearing is held; or 

(2) If FDA denies the request for a 
hearing, the presiding officer must 
issue a final decision on the appeal 
confirming or revoking the withdrawal 
within 10 calendar days after the date 
the appeal is filed. 

§ 507.80 Revocation of an order to 
withdraw a qualified facility ex-
emption. 

An order to withdraw a qualified fa-
cility exemption is revoked if: 

(a) You appeal the order and request 
an informal hearing, FDA grants the 
request for an informal hearing, and 
the presiding officer does not confirm 
the order within the 10 calendar days 
after the hearing, or issues a decision 
revoking the order within that time; or 

(b) You appeal the order and request 
an informal hearing, FDA denies the 
request for an informal hearing, and 
FDA does not confirm the order within 
the 10 calendar days after the appeal is 
filed, or issues a decision revoking the 
order within that time; or 

(c) You appeal the order without re-
questing an informal hearing, and FDA 
does not confirm the order within the 
10 calendar days after the appeal is 
filed, or issues a decision revoking the 
order within that time. 

§ 507.83 Final agency action. 
Confirmation of a withdrawal order 

by the presiding officer is considered a 
final agency action for purposes of 5 
U.S.C. 702. 

§ 507.85 Reinstatement of a qualified 
facility exemption that was with-
drawn. 

(a) If the FDA District Director in 
whose district your facility is located 
(or, in the case of a foreign facility, the 
Director of the Division of Compliance 
in the Center for Veterinary Medicine) 
determines that a facility has ade-
quately resolved any problems with the 
conditions and conduct that are mate-
rial to the safety of the animal food 
manufactured, processed, packed, or 
held at the facility and that continued 
withdrawal of the exemption is not 
necessary to protect public (human and 
animal) health and prevent or mitigate 
a foodborne illness outbreak, the FDA 
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District Director in whose district your 
facility is located (or, in the case of a 
foreign facility, the Director of the Di-
vision of Compliance in the Center for 
Veterinary Medicine) will, on his own 
initiative or on the request of a facil-
ity, reinstate the exemption. 

(b) You may ask FDA to reinstate an 
exemption that has been withdrawn 
under the procedures of this subpart as 
follows: 

(1) Submit a request, in writing, to 
the FDA District Director in whose dis-
trict your facility is located (or, in the 
case of a foreign facility, the Director 
of the Division of Compliance in the 
Center for Veterinary Medicine); and 

(2) Present data and information to 
demonstrate that you have adequately 
resolved any problems with the condi-
tions and conduct that are material to 
the safety of the animal food manufac-
tured, processed, packed, or held at 
your facility, such that continued 
withdrawal of the exemption is not 
necessary to protect public (human and 
animal) health and prevent or mitigate 
a foodborne illness outbreak. 

(c) If your exemption was withdrawn 
under § 507.60(a)(1) and FDA later deter-
mines, after finishing the active inves-
tigation of a foodborne illness out-
break, that the outbreak is not di-
rectly linked to your facility, FDA will 
reinstate your exemption under 
§ 507.5(d), and FDA will notify you in 
writing that your exempt status has 
been reinstated. 

(d) If your exemption was withdrawn 
under both § 507.60(a)(1) and (2) and 
FDA later determines, after finishing 
the active investigation of a foodborne 
illness outbreak, that the outbreak is 
not directly linked to your facility, 
FDA will inform you of this finding 
and you may ask FDA to reinstate 
your exemption under § 507.5(d) in ac-
cordance with the requirements of 
paragraph (b) of this section. 

Subpart E—Supply-Chain Program 
§ 507.105 Requirement to establish and 

implement a supply-chain program. 
(a)(1) Except as provided by para-

graphs (a)(2) and (3) of this section, the 
receiving facility must establish and 
implement a risk-based supply-chain 
program for those raw materials and 

other ingredients for which the receiv-
ing facility has identified a hazard re-
quiring a supply-chain-applied control. 

(2) A receiving facility that is an im-
porter, is in compliance with the for-
eign supplier verification requirements 
under part 1, subpart L of this chapter, 
and has documentation of verification 
activities conducted under § 1.506(e) of 
this chapter (which provides assurance 
that the hazards requiring a supply- 
chain-applied control for the raw mate-
rial or other ingredient have been sig-
nificantly minimized or prevented) 
need not conduct supplier verification 
activities for that raw material or 
other ingredient. 

(3) The requirements in this subpart 
do not apply to animal food that is sup-
plied for research or evaluation use, 
provided that such animal food: 

(i) Is not intended for retail sale and 
is not sold or distributed to the public; 

(ii) Is labeled with the statement 
‘‘Animal food for research or evalua-
tion use’’; 

(iii) Is supplied in a small quantity 
that is consistent with a research, 
analysis, or quality assurance purpose, 
the animal food is used only for this 
purpose, and any unused quantity is 
properly disposed of; and 

(iv) Is accompanied with documents, 
in accordance with the practice of the 
trade, stating that the animal food will 
be used for research or evaluation pur-
poses and cannot be sold or distributed 
to the public. 

(b) The supply-chain program must 
be written. 

(c) When a supply-chain-applied con-
trol is applied by an entity other than 
the receiving facility’s supplier (e.g., 
when a non-supplier applies controls to 
certain produce (i.e., produce covered 
by part 112 of this chapter), because 
growing, harvesting, and packing ac-
tivities are under different manage-
ment), the receiving facility must: 

(1) Verify the supply-chain-applied 
control; or 

(2) Obtain documentation of an ap-
propriate verification activity from an-
other entity, review and assess the en-
tity’s applicable documentation, and 
document that review and assessment. 

EFFECTIVE DATE NOTE: At 80 FR 56337, 
Sept. 17, 2015, part 507 was added, effective 
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